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DETAILED ACTION 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4 and 9 rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite in that it fails to point out what is included or excluded by the claim language. 
This claim is an omnibus type claim. 

Claims 4 and 9 recite the term "substantially" rendering the claims indefinite in 
that it fails to point out the metes and bounds of "matching the partial pressure value of 
carbon dioxide exhibited by said bicarbonate solution". The term "substantially" makes 
unclear how similar the partials pressure values of carbon dioxide between the acid 
solution and the bicarbonate solution is necessary. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Veech (US 5200200, published 04/06/1993). 

Veech teaches, "The invention lies in the field of methods for the perpetration of 
therapeutic aqueous solutions which contain dissolved therein at the time of use 
unstable metabolites of the type normally present in human blood plasma, and also to 
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the field of filled storable containers useful for the storage of such solutions in unit dose 
forms." (See column 1, Lines 12-18). "Flexible walled containers incorporating plastics 
and/or metal foil are currently of growing interest in medical environments and the like. 
Heretofore, various plastic containers containing integrally a plurality of chambers have 
been provided for storage of therapeutic materials. Each chamber holds one or a group 
of separatable components which are admixed into a common solution by chamber wall 
rupture internally before solution use." (See column 1, Lines 60-67). Veech further 
teaches, "a method for administration of a redox active parenteral therapeutic solution 
comprising the steps of (A) dissolving in sterile and substantially pyrogen free water 



inorganic salts and carbon dioxide which are also both sterile and substantially pyrogen 
free thereby producing an aqueous solution having the following composition: 



Component 


Quantity (in m Moles/Liter) 


Na + 


130-165 


K + 


0-5 


Ca+ + 


0-2.5 


Mg ++ 


0-1.5 


cr 


90-120 


hccv 


.5-60 


co 2 


.1-25 



..." (See claim 1). Veech teaches more specifically for a redox active peritoneal dialysis 
solution comprising: 
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Component 


Quantity (in mMoles/Liter) 


Na + 


130-165 


K + 


0-5 


Ca+ + 


0-2.5 


Mg ++ 


0-1.5 


cr 


90-120 


HC0 3 " 


.5-60 


co 2 


1.2-2 


Glucose 


80-250 



... wherein solution additionally contains from about 01.. to 45 mM/liter of l-lactate ions " 
(see claims 4 and 5). Veech also teaches a sodium bicarbonate composition 
comprising: particulate NaHC03, Na acetoacetate, and particulate Na pyruvate. (See 
column 8, Lines 19-22). The sodium bicarbonate composition is added to water and 
charged (placed) into the lower chamber of the container and sealed. The redox active 
peritoneal solution is charged into the upper chamber of the container and the chamber 
is sealed. (See column 7, Lines 36-44). When the tabs separating the two chambers are 
pulled apart the two solutions intermix providing the desired dialysis solution. (See 
column 8, Lines 27-31). Veech also teaches that the pH of the peritoneal dialysis 
solution is 5. (See column 8, Line 15). In regards to the partial pressure value of carbon 
dioxide, the composition of Veech is the same as the composition of the instant 
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invention. Products of identical chemical composition cannot have mutually exclusive 

properties. A chemical composition and its properties are inseparable. Therefore, if the 

prior art teaches the identical chemical structure, the properties applicant discloses 

and/or claims are necessarily present. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue; 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Veech 
(US 5200200, published 04/06/1993) in view of Segers et al. (US 5383324, published 
01/24/1995). 

* 

Applicant Claims 

A multiple compartment flexible bag assembly having in one compartment an 
aqueous sodium bicarbonate solution and in a second compartment an aqueous acid 
component, comprising: glucose, acid, sodium, potassium, calcium, magnesium, 
chloride, and dissolved C0 2 . Wherein the multiple component flexible bag is over- 
wrapped in a flexible gas-impermeable plastic material. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

Veech teaches, The invention lies in the field of methods for the perpetration of 
therapeutic aqueous solutions which contain dissolved therein at the time of use 
unstable metabolites of the type normally present in human blood plasma, and also to 
the field of filled storable containers useful for the storage of such solutions in unit dose 
forms." (See column 1, Lines 12-18). "Flexible walled containers incorporating plastics 
and/or metal foil are currently of growing interest in medical environments and the like. 
Heretofore, various plastic containers containing integrally a plurality of chambers have 
been provided for storage of therapeutic materials. Each chamber holds one or a group 
of separatable components which are admixed into a common solution by chamber wall 
rypture internally before solution use." (See column 1, Lines 60-67). Veech further 
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teaches, "a method for administration of a redox active parenteral therapeutic solution 
comprising the steps of (A) dissolving in sterile and substantially pyrogen free water 
inorganic salts and carbon dioxide which are also both sterile and substantially pyrogen 
free thereby producing an aqueous solution having the following composition: 



Component 


Quantity (in mMoles/Liter) 


Na + 


130-165 


K + 


0-5 


Ca+ + 


0-2.5 


Mg ++ 


0-1.5 


cr 


90-120 


hccv 


.5-60 


co 2 


.1-25 



..." (See claim 1). Veech teaches more specifically for a redox active peritoneal dialysis 
solution comprising: 
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Component 


Quantitv (in mMoles/Liter) 


Na + 


130-165 


K + 


0-5 


Ca+ + 


0-2.5 


Mg ++ 


0-1.5 


cr 


90-120 


HC0 3 - 


.5-60 


co 2 


1.2-2 


Glucose 


80-250 



... wherein solution additionally contains from about 01. to 45 mM/liter of l-lactate ions " 
(see claims 4 and 5). Veech also teaches a sodium bicarbonate composition 
comprising: particulate NaHC0 3 , Na acetoacetate, and particulate Na pyruvate. (See 
column 8, Lines 19-22). The sodium bicarbonate composition is added to water and 
charged (placed) into the lower chamber of the container and sealed. The redox active 
peritoneal solution is charged into the upper chamber of the container and the chamber 
is sealed. (See column 7, Lines 36-44). When the tabs separating the two chambers are 
pulled apart the two solutions intermix providing the desired dialysis solution. (See 
column 8, Lines 27-31). Veech also teaches that the pH of the peritoneal dialysis 
solution is 5. (See column 8, Line 1 5). In regards to the partial pressure value of carbon 
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dioxide, the composition of Veech is the same as the composition of the instant 
invention. Products of identical chemical composition cannot have mutually exclusive 
properties. A chemical composition and its properties are inseparable. Therefore, if the 
prior art teaches the identical chemical structure, the properties applicant discloses 
and/or claims are necessarily present. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 

(MPEP §2141.012) 

Veech lacks the teaching of the multiple compartment flexible bags being over- 
wrapped in a flexible gas-impermeable plastic material. This deficiency is cured by the 
teachings in Segers et al. 

Segers et al. teaches, "The present invention relates generally to peritoneal 
dialysis. More specifically, the present invention relates to manufacturing and storing 
bicarbonate peritoneal dialysis solutions." (See column 1, Lines 6-9). "The device 
includes an exterior body. The exterior body can be made of any rigid or flexible 
material that is permeable to water and carbon dioxide." (See column 5, Lines 9-11). 
Segers et al. further teaches, "The overpouch or second container surrounds both the 
device and the bicarbonate container. The overpouch is made of any material with low 
permeability to gas and specifically, carbon dioxide. The low permeability of the 
overpouch prevents CO2 from escaping ..." (See column 6, Lines 18-23 and Figure 2). 
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Finding of Prima Facie Obviousness Rational and Motivation 

(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in art at the time of the 

invention to use the overpouch of Segers et al. with the invention of Veech. Both 

patents teach inventions that are to store solutions having carbon dioxide as a 

component and to be utilized for dialysis purposes. One would be motivated to use the 

Segers et al.'s overpouch because the plastic containers used by Veech appear to be 

formed of materials through which carbon dioxide is diffusible. This loss of carbon 

dioxide leads to the increase in pH of the bicarbonate solution, which leads to the 

precipitation of calcium carbonate from the solution. The use of the overpouch made of 

material of low permeability to carbon dioxide would limit the loss of carbon dioxide. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ali Soroush whose telephone number is (571 ) 272-9925. 
The examiner can normally be reached on Monday through Thursday 8:30am to 
5:00pm E.S.T. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

AN Soroush 
Patent Examiner 
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Johann Richter, Ph.D. Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



